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" meeting but T ‘ ¥bmit my comments. Please accept this letter as my formal
cdmﬁment on the proposed new policy. While I strongly suppori t
: atxbn 6f “reprocessors of smgle use medlcal devxccs I do not believe the new

" many mfectxoﬁs are under reported due to insufficient patient trackmg and that many
mgunes dne to device faxlme,a.re mdcr—reported due to legal lxabxhty concerns.

ce alsoposw many ethical qu&suons" "I'here isno medical b ,
' rstahdmg, that the patient docs not receive lower healthcare




atory ersxght ] ,,they do today
biopsy forccps are C lass I exempt devices and will likely be d
despite studies by manufacmrers showing that  many reprocessed |
hospital shelves are contaminated with drug resistant bacteria. I
forceps are crmcal dev;ces which break the mucosal bmer

i Reprocessors of smgle use devxces claim to have the eqmpment and expertisc necessary
-'“"jto properhf reprocess used single use devices. Ihey are, therefore, ma
Leyes ¢ theare workers and patients. In addition, reprocessmg a'single use devi
. reuse changcs the devu:c into a reusable device. Accordingly, reprocessors should be
regulated in the same manner as original equipment manufacturers: using the existing
. FDA regulauons for reusable devices. To create a new regulatory pohcy wastes valusble =~
" FDA resources and delays xvegnlatory enforcement putting, thus patxents mmccessanly a .
" risk for_an undctermmed pcrxod of nme-
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